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DETAILED ACTION 

Preliminary Amendment 

1 . This office action is responsive to the preliminary amendment filed on 4/1 0/2006. 
As directed by the amendment: claims 1-35 have been canceled, and new claims 36-69 
have been added. Thus, claims 36-69 are presently pending in the application. 

Drawings 

2. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they do not include the following reference sign(s) mentioned in the 
description: Page 6, line 5 Reference Number 33. Page 8, lines 9 and 10 Reference 
Number 52. Page 8, line 1 1 Reference Number 55. Page 8, line 25 Reference Number 
59. Page 10, line 21 Reference Number 101 . Corrected drawing sheets in compliance 
with 37 CFR 1 .121(d) are required in reply to the Office action to avoid abandonment of 
the application. Any amended replacement drawing sheet should include all of the 
figures appearing on the immediate prior version of the sheet, even if only one figure is 
being amended. Each drawing sheet submitted after the filing date of an application 
must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1.121 (d). If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 



Application/Control Number: 10/575,324 Page 3 

Art Unit: 3771 

3. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(4) 
because reference character "103" has been used to designate both "headgear strap" 
and "first sliding strap". Corrected drawing sheets in compliance with 37 CFR 1.121(d) 
are required in reply to the Office action to avoid abandonment of the application. Any 
amended replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. Each 
drawing sheet submitted after the filing date of an application must be labeled in the top 
margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121 (d). If 
the changes are not accepted by the examiner, the applicant will be notified and 
informed of any required corrective action in the next Office action. The objection to the 
drawings will not be held in abeyance. 

4. Figure 1 should be designated by a legend such as --Prior Art- because only 
that which is old is illustrated. See MPEP § 608.02(g). Corrected drawings in 
compliance with 37 CFR 1 .121(d) are required in reply to the Office action to avoid 
abandonment of the application. The replacement sheet(s) should be labeled 
"Replacement Sheet" in the page header (as per 37 CFR 1 .84(c)) so as not to obstruct 
any portion of the drawing figures. If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 
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5. The disclosure is objected to because of the following informalities: Page 1 , line 9 
recites "there are well known variety", which should be -there are a well known variety-. 
Page 10, line 9 recites "to that of Figure 11", which should be -to that of Figure 10-. 
Page 12, line 28 recites "housing 112", which should be -housing 122-. Page 13, line 
29 recites "Figure 17 an axis", which should be -Figure 17 shows an axis-. 
Appropriate correction is required. 



Claim Objections 

6. Claims 45, 49, 51 -52, 56, 59-60, 62, 65 and 68-69 are objected to because of the 
following informalities: The above claims are improper due to spelling or grammar or 
lack of antecedent basis problems. Claim 45 recites in lines 1 and 2 "said second 
conduit", which should be -a second conduit-. Claim 49 recites "said fastening means", 
which should be -fastening means-. Claim 51 recites "said forehead rest", which should 
be -a forehead rest-. Claim 52 recites "connected said forehead rest", which should be 
-connected to a forehead rest-. Claim 56 recites "said sliding strap", which should be -a 
sliding strap-. Claim 59 recites "let allows", which should be -yet allows-. Claim 60 
recites "said housing", which should be -a housing-. Claim 62 recites "aims receive", 
which should be -arms receive-. Claim 62 recites "supporting", which should be - 
support-. Claim 65 recites "rigid pad", which should be -rigid part-. Claim 68 recites 
"said backward soft part", which should be -a backward soft part-. Claim 69 recites 
"said forward substantially rigid part", which should be -a forward substantially rigid 
part-. Appropriate correction is required. 
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Claim Rejections - 35 USC §112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

8. Claim 45 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 45 recites "wherein said second conduit is more flexible 
than said second conduit". As best understood, this claim will be examined as - wherein 
said second conduit is more flexible than said first conduit-. However, clarification is 
needed and appropriate correction is required. 

Claim Rejections - 35 USC § 102 

9. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1 0. Claims 36-37, 39, 41 , 43-45, 47-49, 53, 58-61 and 63 are rejected under 35 
U.S.C. 102(e) as being anticipated by Heckeret al. (6595214 B1). 

As to claim 36, Hecker teaches a device for delivering a supply of gases (Fig. 2) 
to a user including an interface including a hollow body (1 and 2) (Fig. 2), a gases inlet 
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(23) (Fig. 2) and a sealing member (1 ) (Fig. 2) configured to in use rest against the face 
of a user, adapted in use to supply gases to said user (Col. 4, II. 29-31) (Fig. 2), a 
conduit (5) (Fig. 2) supplying said gases to said interface, the conduit attached to an 
inlet to the hollow body (Fig. 2), and headgear adapted to attach to said interface and 
around the head of said user (Col. 5, II. 3-5), where said conduit includes at least one 
angular adjustment mechanism (3) (Fig. 2) to allow for angular adjustment of the 
interface (Col. 3, II. 14-27). 

As to claim 37, Hecker teaches that the angular adjustment means is at least one 
joint and said joint is a ball and socket joint (Col. 3, II. 29-32). 

As to claims 39 and 41 , Hecker teaches that at least one angular adjustment 
means is a section of flexible conduit (3) (Fig. 2) (Col. 3, II. 15-27), and that the conduit 
is supported in relation to said headgear such that any load on said conduit is taken by 
said headgear and not said interface (Fig. 2). 

As to claims 43-45, Hecker teaches that the hollow body has a forehead rest 
("forehead plate" 10) (Fig. 2, 3) with harnessing slots (10, 11) (Fig. 3) to secure said 
hollow body to said headgear, that the conduit includes a first conduit (5) (Fig. 2) 
connected to a second conduit (3) (Fig. 2) that attaches to the inlet of said interface 
(Fig. 2), and that the second conduit is more flexible than said first conduit (Col. 3, II. 14- 
27). 

As to claims 47-49, Hecker teaches that the conduit is attached to the headgear 
by fastening means ("latching clip" 15) (Fig. 2), that the headgear includes a transverse 
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strap (Fig. 3) (Col. 5, II. 3-5) which in use lies on top of said user's head, and that the 
transverse strap includes a fastening means (12) (Fig. 3) (Col. 5, II. 3-5). 

As to claim 53, Hecker teaches that the headgear includes a plurality of straps 
(Col. 5, II. 3-5) including at least one side strap (Col. 5, II. 3-5) that the conduit is 
attached to by the fastening means (12) (Fig. 3) (Col. 5, II. 3-5). 

As to claims 58-59, Hecker teaches that the headgear includes adjustment 
means ("forehead-plate mount" 9) (Fig. 2, 3) to adjust the vertical distance between the 
headgear and the interface (Col. 2, II. 12-17), and that the adjustment means is 
substantially tubular housing that restrains said conduit yet allows said conduit to move 
through it (Fig. 2-3) (Col. 2, II. 12-17). 

As to claims 60-61 , Hecker teaches that the conduit includes a plurality of 
detents (Fig. 2) and a housing (9) (Fig. 3) includes a protrusion (Fig. 3) that interacts 
with said detents when said conduit is moved to adjust the vertical distance between 
said headgear and said interface (Col. 2, II. 12-17) (Col. 5, II. 6-45), and that the 
headgear includes a transverse strap (Col. 5, II. 3-5) including a support portion ("collar" 
24 and "forehead plate" 10) (Fig. 3) capable of receiving said conduit to support and 
decouple movement of said conduit from said interface (Fig. 2). 

As to claim 63, Hecker teaches that the support portion ("collar" 24 and "forehead 
plate" 10) (Fig. 3) is an elongate member capable of restraining said conduit (Fig. 2, 3). 



Claim Rejections - 35 USC § 103 
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1 1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claim 38 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hecker 
in view of Demers et al. (20020056457 A1 ). 

As to claim 38, Hecker teaches that the at least one joint is two ball and socket 
joints (Col. 3, II. 29-32), however is silent regarding them having rectangular profiles to 
limit pivoting of each of the joints through one axis. However, Demers teaches them 
having rectangular profiles to limit pivoting of each of the joints through one axis (Fig. 
7a). Therefore, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify Hecker's ball and socket joints such they have 
rectangular profiles to limit pivoting of each of the joints through one axis, as taught by 
Demers, for the purpose of providing a more controlled angular adjustment needed for 
better comfort for a user. 

13. Claims 40, 55 and 62 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hecker in view of Jestrabeck-Hart (6470886 B1) 

As to claims 40 and 55, Hecker is silent regarding that the flexible conduit 
includes a malleable band, and that headgear includes a sling to support said conduit 
and in use is adapted to connect around said conduit. However, Jestrabeck-Hart 
teaches that the flexible conduit includes a malleable band (13) (Fig. 6C and 7D), and 
that headgear includes a sling (13) (Fig. 6C) to support said conduit and in use is 
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adapted to connect around said conduit (Fig. 6C). Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify 
Hecker's headgear to include a flexible conduit that includes a malleable band, and that 
the headgear includes a sling to support said conduit and in use is adapted to connect 
around said conduit, as taught by Jestrabeck-Hart, for the purpose of comfortable 
retaining the conduit for the user. 

As to claim 62, Hecker teaches that the support portion is curved in shape (Fig. 
3), however is silent regarding that it has an upper arm and lower arm, the upper arm 
being more flexible than the lower arm, each of the arms receive the conduit and 
support the conduit above the headgear. However, Jestrabeck-Hart teaches that it has 
an upper arm (Fig. 6C) and lower arm (Fig. 6C), and that each of the arms receive the 
conduit (Fig. 6C) and support the conduit above the headgear (Fig. 6C). Although 
Jestrabeck-Hart lacks details regarding that the upper arm is more flexible than the 
lower arm, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the modified Hecker's headgear such that the upper arm 
is more flexible than the lower arm since it has been held that discovering an optimum 
value of a result effective variable involves only routine skill in the art. In re Boesch, 617 
F.2d 272, 205 USPQ 215 (CCPA 1980). It also would have been obvious to one of 
ordinary skill in the art at the time the invention was made to modify Hecker's headgear 
to include an upper arm and lower arm, and each of the arms receive the conduit and 
support the conduit above the headgear, as taught by Jestrabeck-Hart, for the purpose 
of providing more structural support to the respiratory conduit. 
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14. Claims 42, 46, 50, 54, 56-57, 64 and 67-68 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Hecker in view of Ging et al. (200301 96662 A1 ) 

As to claims 42 and 46, Hecker is silent regarding that there is a sliding 
connection between said headgear and said interface when said interface is engaged 
with said user, and that the headgear has a plurality of hook and loop attachments that 
enable connection of said headgear to said interface. However, Ging teaches that there 
is a sliding connection ("connector element" 128) (Fig. 1) between said headgear and 
said interface when said interface is engaged with said user, and that the headgear has 
a plurality of hook and loop attachments (Page 6, U 1 20, II. 1 0-1 1 ) that enable 
connection of said headgear to said interface. Therefore, it would have been obvious to 
one of ordinary skill in the art at the time the invention was made to modify Hecker's 
headgear to include that there is a sliding connection between said headgear and said 
interface when said interface is engaged with said user, and that the headgear has a 
plurality of hook and loop attachments that enable connection of said headgear to said 
interface, as taught by Ging, for the purpose of providing structural support tightening or 
loosing means for the comfort of the user. 

As to claims 50 and 54, Hecker's device teaches that the fastening means is a 
hook and loop attachment (Ging Page 6, U 120, II. 10-11) and that the headgear 
attaches to said interface by a sliding strap (Ging "connector element" 128) (Fig. 1). 

As to claims 56-57, Hecker's mask is silent regarding that a sliding strap attaches 
to said conduit to provide support to said conduit, and that the device includes an 
additional strap attachment between said headgear and said conduit to restrain said 
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conduit from moving. However, Ging teaches that a sliding strap attaches to a conduit 
to provide support to a conduit (Fig. 1), and that the device includes an additional strap 
attachment between said headgear and said conduit to restrain said conduit from 
moving (96) (Fig. 1). Therefore, it would have been obvious to one of ordinary skill in 
the art at the time the invention was made to modify Hecker's headgear to include that 
the sliding strap attaches to a conduit to provide support to a conduit, and that the 
device includes an additional strap attachment between the headgear and the conduit to 
restrain the conduit from moving, as taught by Ging, for the purpose of providing 
structural support tightening or loosing means for the comfort of the user. 

As to claim 64, Hecker teaches that the headgear is comprised of a forward 
substantially rigid part (9) (Fig. 3) (Col. 5, II. 64-65), however is silent regarding a 
backward soft part. Ging teaches a backward soft part (84) (Fig. 1) (Page 6, If 120, II. 
39-41 ). Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify Hecker's headgear to include a backward soft 
part, as taught by Ging, for the purpose of providing comfort to the user. 

As to claim 67, the modified Hecker is silent regarding that the backward soft part 
is formed of a stretchable, breathable material. However, Ging teaches that the 
backward soft part is formed of a stretchable, breathable material (Page 6, H 120, II. 7- 
8). Therefore, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify the modified Hecker's headgear to include that the 
backward soft part is formed of a stretchable, breathable material, as taught by Ging, for 
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the purpose of providing structural support tightening or loosing means for the comfort 
of the user. 

As to claim 68, Hecker is silent regarding that headgear includes tightening 
means that allows the adjustment of a backward soft part. However, Ging teaches that 
headgear includes tightening means (150) (Fig. 1) that allows the adjustment of a 
backward soft part (84) (Fig. 1) (Page 6, 1f 120, II. 39-41). Therefore, it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify Hecker's headgear such that the headgear includes tightening means that allows 
the adjustment of a backward soft part, as taught by Ging, for the purpose of providing 
structural support tightening or loosing means for the comfort of the user. 

15. Claim 52 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hecker 
in view of Sprinkle et al. (7290546 B2). 

As to claim 52, Hecker is silent regarding that the transverse strap is connected 
to a forehead rest by an adjustable glider mechanism, however Sprinkle teaches that 
the transverse strap (coming out of 92) (Fig. 1) is connected to a forehead rest (54) (Fig. 
1) by an adjustable glider mechanism ("vertical member" 56) (Fig. 1, 3). Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to modify Hecker's headgear to include that the transverse strap is connected to 
the forehead rest by an adjustable glider mechanism, as taught by Sprinkle, for the 
purpose of providing adjustment for the user to enhance the comfort. 

16. Claim 51 is rejected under 35 U.S.C. 103(a) as being unpatentable over Hecker 
in view of McDonald et al. (2001/0042547 A1 ). 
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As to claim 51 , Hecker teaches that a transverse strap is connected to a 
forehead rest (Fig. 3), however is silent regarding by a telescopic extension mechanism. 
However, McDonald teaches a telescopic extension mechanism (Page 2, ^ 27) (Fig. 5). 
Although the telescopic mechanism is not used in conjunction with a forehead rest, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to modify Hecker's headgear such that a transverse strap is connected to a 
forehead rest by a telescopic extension mechanism, as taught by McDonald, for the 
purpose of providing a proper location for the forehead rest. 

1 7. Claims 65-66 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Hecker/Ging in view of Sprinkle. 

As to claims 65-66, Hecker's modified device teaches that the forward 
substantially rigid part includes a substantially rigid layer (9) (Fig. 3) (Hecker Col. 5, II. 
64-65). Hecker is silent regarding, and a padding layer that is removable from the rigid 
layer. However, Sprinkle teaches a padding layer (52) (Fig. 1) that is removable (Col. 4, 
II. 16-26) from the rigid layer. Therefore, it would have been obvious to one of ordinary 
skill in the art at the time the invention was made to modify the modified Hecker's mask 
to include a padding layer that is removable from a rigid layer, as taught by Sprinkle, for 
the purpose of providing comfort to the user and ease of manufacturing. 

18. Claim 69 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Hecker/Ging in view of Bordewick et al. (2004/0035427 A1). 

As to claim 69, Hecker's modified device teaches the tightening means (Ging 
1 50) (Fig. 1 ) where a length of elastic (Ging 96) (Fig. 1 ) (Page 2, U 23, 11.12) is attached 
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to a forward substantially rigid part (9) (Fig. 3) (Hecker Col. 5, II. 64-65) but extends over 
a backward soft part (Ging 84) (Fig. 1) (Page 6, 1f 120, II. 39-41). The modified Hecker's 
mask is silent regarding a toggle which said length of elastic is capable in use of being 
pulled through to tighten said backward soft part in relation to a forward substantially 
rigid part. However, Bordewick teaches a toggle ("quick-sizing cord" 7) (Fig. 1) which 
said length of elastic is capable in use of being pulled through to tighten said backward 
soft part in relation to said forward substantially rigid part (Page 2, ^ 23, II. 27-29) (Page 
2,U 17, II. 1-4). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Lithgow et al. (2002/0026934 A1) too a facemask with a plurality 
of straps and patient interface and Bauer (WO 90/48878) to a respiratory interface with 
a conduit, straps and an adjustment mechanism. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to RACHEL YOUNG whose telephone number is 
(571 )270-1481 . The examiner can normally be reached on mon-thurs 7 am - 5:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on 571-272-4835. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/R. YJ 

Examiner, Art Unit 



/Danton DeMille/ 

Primary Examiner, Art Unit 3771 



